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directions including, when indicated,
the settings of equipment that have
been determined to yield an adequately
mixed Type A medicated article(s) of
the specified formula.

(5) Control instructions, procedures,
specifications, special notations, and
precautions to be followed.

(b) A separate batch-production and
control record shall be prepared for
each batch or run of Type A medicated
article(s) produced and shall be re-
tained for at least 2 years after dis-
tribution by the manufacturer has been
completed. The batch-production and
control record shall include:

(1) Product identification, date of
production, and endorsement by a com-
petent and responsible individual.

(2) Records of each step in the manu-
facturing, packaging, labeling, and
controlling of the batch, including
dates, specific identification of drug
components used, weights or measures
of all components, laboratory-control
results, mixing times, and the endorse-
ments of the individual actively per-
forming or the individual actively su-
pervising or checking each step in the
operation.

(3) A batch number that permits de-
termination of all laboratory-control
procedures and results on the batch
and all lot or control numbers appear-
ing on the labels of the Type A medi-
cated article(s).

§226.110 Distribution records.

Complete records shall be maintained
for each shipment of Type A medicated
article(s) in a manner that will facili-
tate the recall, diversion, or destruc-
tion of the Type A medicated article(s),
if necessary. Such records shall be re-
tained for at least 2 years after the
date of the shipment by the manufac-
turer and shall include the name and
address of the consignee, the date and
quantity shipped, and the manufac-
turing dates, control numbers, or
marks identifying the Type A medi-
cated article(s) shipped.

§226.115 Complaint files.

Records shall be maintained for a pe-
riod of 2 years of all written or verbal
complaints concerning the safety or ef-
ficacy of each Type A medicated arti-
cle(s). Complaints shall be evaluated
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by competent and responsible per-
sonnel and, where indicated, appro-
priate action shall be taken. The
record shall indicate the evaluation
and the action.
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Subpart A—Drugs Regarded as
Misbranded

§250.11 Thyroid-containing drug prep-
arations intended for treatment of
obesity in humans.

(a) Investigation by the Food and

Drug Administration has revealed that
a large number of drug preparations
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containing thyroid or thyrogenic sub-
stances in combination with central
nervous system stimulants, with or
without one or more additional drug
substances such as barbiturates or lax-
atives, are being marketed for or as ad-
juncts to the treatment, control, or
management of obesity in humans. The
Commissioner of Food and Drugs finds
that the administration of such com-
binations for said purposes is without
medical rationale except possibly in
those relatively uncommon instances
where the condition is directly related
to hypothyroidism and there exists a
concurrent need for appetite control
(in such instances the safety and effec-
tiveness of such combinations are not
generally recognized). In particular,
the Commissioner of Food and Drugs
finds that neither the consensus of in-
formed medical opinion nor clinical ex-
perience justifies any representation
that such combinations are safe and ef-
fective in connection with the treat-
ment, control, or management of obe-
sity in patients having normal thyroid
function.

(b) Combinations of thyroid or other
thyrogenic drugs with central nervous
system stimulants with or without
other drug substances when offered for
or as adjuncts to the treatment, con-
trol, or management of obesity not re-
lated to hypothyroidism are regarded
as misbranded. Such combinations
when offered for obesity in humans di-
rectly attributable to established
hypothyroidism are regarded as new
drugs within the meaning of section
201(p) of the Federal Food, Drug, and
Cosmetic Act.

§250.12 Stramonium preparations la-
beled with directions for use in self-
medication regarded as mis-
branded.

(a) Stramonium products for inhala-
tion have been offered for use in the
therapy of the acute attacks of bron-
chial asthma for many years although
their reliability and effectiveness are
questionable. Recently, a significantly
increased number of reports have come
to the attention of the Food and Drug
Administration showing that such
products have been subject to abuse
and misuse on a fairly large scale,
mostly by young people, through oral

§250.100

ingestion for the purpose of producing
hallucinations. Reports of such use
have been received from physicians and
police and other law enforcement au-
thorities. Reports have also appeared
in the public press and in medical jour-
nals.

(b) Labeling these products with a
warning that they are not for oral in-
gestion has not been effective in pro-
tecting the public. Misuse of stramo-
nium preparations can cause serious
toxic effects including toxic delirium,
visual disturbances, fever, and coma. A
number of serious reactions have al-
ready occurred from the oral ingestion
of such products.

(c) On the basis of this information,
the Commissioner of Food and Drugs
has concluded that such articles have a
potentiality for harmful effect through
misuse and are not safe for use except
under the supervision of a physician. In
the interest of public health protec-
tion, therefore, the Food and Drug Ad-
ministration adopts the following pol-
icy:

(1) Preparations containing stramo-
nium supplied from the leaves, seeds,
or any other part of the plant in the
form of a powder, pipe mixture, ciga-
rette, or any other form, with or with-
out admixture of other ingredients,
will be regarded as misbranded if they
are labeled with directions for use in
self-medication.

(2) The Food and Drug Administra-
tion will, on request, furnish comment
on proposed labeling limiting any such
preparation to prescription sale.

(d) The labeling or dispensing of stra-
monium preparations contrary to this
statement after 60 days following the
date of its publication in the FEDERAL
REGISTER may be made the subject of
regulatory proceedings.

Subpart B—New Drug or Prescrip-
tion Status of Specific Drugs

§250.100 Amyl nitrite inhalant as a
prescription drug for human use.

(a) Amyl nitrite inhalant has been
available over-the-counter for emer-
gency use by the patient in the man-
agement of angina pectoris for a num-
ber of years. As a result of a proposed
policy statement published August 25,
1967 (32 FR 12404), the Commissioner of
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